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DETAILED ACTION 



Claims 1-50 remain pending in the application. 



Applicant's election without traverse of claims 1-12 and 25- 30 as well as 
Appicant's election without travers of the species of calcium hydrogen phosphate 
dihydrate in the reply filed on 1/22/08 was acknowledged in the non-final Office action 
mailed on 3/31/08. It is reminded that claims 1-12 and 25-30 read on the elected 
species and claims 13-24 and 31-50 remain withdrawn from examination on the merits, 
as these claims are directed toward a non-elected invention. 

Claims 1-12 and 25-30 were examined on their merits. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1, 3-6, 25 and 27-30 remain rejected under 35 U.S.C. 102(b) as being 
anticipated by Clarke et al. : INVESTIGATION INTO THE FORMATION AND 
MECHANICAL PROPERTIES OF A BIOACTIVE MATERIAL BASED ON COLLAGEN 
AND CALCIUM PHOSPHATE; Journal of materials Science Materials in Medicine 4 . 
(1993) 107-110; cited herein as 'Clarke et al. (1993)' as keenly addressed in the 
previous Office action. 

Appicant has amended claim 1 to read: 

Claim 1. (Currently amended) A bone growth composition, comprising: 
a bone growth protein having a first bioactivity at a neutral or basic pH : and 
an acidic substrate; 

wherein the bone growth protein has a second bioactivity greater than the first bioactivity 
when combined with the acidic substrate. 

(underlined text appears in the claim submitted on 5/6/2008 as added text) 

Applicant argues that Clarke et al. is silent with regard to the newly recited 
limitation 'at a neutral or basic pH' and therefore cannot anticipate the claimed invention. 
Specifically, Applicant argues that "...the difference between the first bioactivity and the 
second bioactiity is solely the difference between the activity in the presence of a non- 
acidic substrate and the presence f a comparable amount of an acidic substrate... Clarke 
presence no evidence that Ser P has a higher activity at an acidic pH than at a neutral 
or basic pH... (pp. 9-10 Remarks). 
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However, it is decided that although Clark et al. performed their study in an acidic 
pH (a pH of 5.5), that claim 1 and claims dependant therefrom do not require a neutral 
or basic pH; on the contrary, the claims only require that the composition has a second 
bioactivity greater than the first bioactivity. This is an inherent property of the bone 
composition disclosed by Clarke et al. "Products of identical chemical composition can 
not have mutually exclusive properties."A chemical composition and its properties are 
inseparable. Therefore, if the prior art teaches the identical chemical structure, the 
properties applicant discloses and/or claims are necessarily present In re Spada, 91 1 
F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). Applicant has neither added 
or subtacted any limitations to the claimed composition by the addition of 'at a neutral or 
basic pH.' The burden shifts to the Applicant to show that the product of the prior art as 
disclosed by Clarke et al. would not have the effect of the product as recited by the 
Instant claims. Applicant is asked to review In re Hack, 245 F.2d 246, 248, 114 USPQ 
161, 163 (CCPA 1957). When the claim recites using an old composition or structure 
and the use is directed to a result or property of that composition or structure, then the 
claim is anticipated (MPEP 2100 pp. 21 13). In the Instant case, any discovery made 
that indicates that the composition of the cliams (and hence of Clarke et al.) which 
indicates that bone protein and an acidic substrate will perform (i.e., produce bone or 
have some other bioactivity) in basic or neutral pH does not change the fact that the 
bone composition of the claims is the same composition as that already well-known in 
the prior art. Accordingly, in order to distinguish the claimed invnetion from the prior art, 



COPY 

Application/Control Number: 11/383,309 Page 5 

Art Unit: 1655 

the claimed composition must be limited to specific embodiments which were not taught 
or suggested by the prior art. 

Claims 1-12 and 25-30 remain rejected under 35 U.S.C. 103(a) as being 
unpatentable over Clarke et al. (1993) in view of Constantz (US 5,455,231) in view of 
Piez et al. (US 4,795,467) for the reasons keenly established in the previous Office 
action. 

Applicant's arguments concerning this rejection rely primarily on the arguments 
set forth in traversal of the rejection made under 35 USC 102(b), that is, that none of the 
references taught that the composition had a greater bioactivity when combined with an 
acidic substrate, and therefore, contends that the combined references do not render 
the claimed invention obvious (pp. 10-11, Remarks). However, these arguments are 
not found convincing for the same reasons set forth supra with regard to Applicant's 
arguments in traversal of the rejection made under 35 USC 102(b); those reasons being 
that the claims do not require a pH, only that the bone protein, when combined with an 
acidic substrate, has a greater bioactivity than the bone protein itself. The bone protein 
has no bioactivity if it is left alone in a petri dish for example; however, bone protein, 
when combined with an acidic substrate such as an acidic bone substrate under 
suitable conditions for producing bone, produces bone. Applicant's statement 'at a 
neutral or basic pH' again does not impart any limitations to the claimed invention and 
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hence, it is deemed that the claims are made obvious by the reasons already set forth 
on the record. 



Appoicant argues that Constatz completely fails to teach any materials having an 
acidic pH (p. 11, Remarks). This argument is respectfully found incorrect; brushite, also 
known as calcium hydrogen phosphate dihydrate' is an acidic bone material. The same 
bone material as Instantly claimed. 

Applicant argues that Piez teaches 'there have been numerous attmepts to use 
combinations of calcium phosphate mineral components and collagen in various forms 
of bone defect repair with mixed success', hence, Applicant contends that Piez does not 
provide motivation for varying the amounts of constituents as INstantly claimed as 
decided by the Examiner (pp. 10-11, Remarks). Appicant's contentions are not found 
persuasive. It would be expected that some combinations of calcium phoshate minerals 
and collagen would fail to produce bone; this is the essence of routine scientific 
experimentation. The Piez reference is merely cited to indicate that the claimed 
amounts of ingreedients are well-within the realm of routine experimentation and the 
failures of some bone preparations (which would of course, be expected) does not 
negate the fact that Clarke et al. already taught that the combination of brushite (the 
claimed, and specific species of calcium phosphate compound elected by Applicant) 
and SerP protein (a bone protein) as well as collagen were known to be used in concert 
to succesfully produce bone material. Hence, the ordinary artisan, having the Clarke et 
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al. reference in front of him or her, in addition to the secondary references of Constanz 
and Piez woudl have been motivated to routinely adjust the amounts of ingredients or to 
vary the type of bone protein in order to optimize bone formation. 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. M [a] person of ordinary 
skill is also a person of ordinary creativity, not an automaton KSR 127S. Ct. at 1742. 



Appicant's arguments with regard to a 112 second rejection are correct, the 
examiner did not formally set forth a rejection under 35 USC 112 second rejection in the 
previous Office action as upon further consideration (upon instituting the Office action) it 
was decided that while the term 'bioactivity' is quite broad, it is not indefinite. One of 
ordinary skill in the art could test for any type of bioactivity of a bone protein and then 
test again in combination with an acidic substrate to determine if the second bioactivity 
is greater. Further, as noted supra, the first and second bioactivities are deemed 
inherent properties of the mixture as disclosed by Clarke et al. in that they do not impart 
any physical characteristics to the claimed invention in order to actually distinguish the 
claimed invention from that of the prior art. 
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Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia Leith whose telephone number is (571) 272- 
0968. The examiner can normally be reached on Monday - Friday 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 




Page 8 



COPY 



Application/Control Number: 1 1/383,309 Page 9 

Art Unit: 1655 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Patricia Leith 
Primary Examiner 
Art Unit 1655 

/Patricia Leith/ 

Primary Examiner, Art Unit 1655 



